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DETAILED ACTION 

Status of Application/Amendment/Claims 
Applicant's response filed 2/7/08 to the Notice of Non-Compliant Amendment mailed 
1/24/08 is acknowledged. Also acknowledged are Applicant's amendments to the claims. 

While the claims are acceptable in their current form, Applicant is notified that pursuant 
to 37 CFR 1.121(c)(4)(i), "No claim text shall be presented for any claim in the claim listing with 
the status of "canceled." In the instant case, Applicant has included the text of cancelled claims 
92 and 93. Applicant is respectfully requested to cancel the text in response to this 
communication. 

With entry of the amendment filed 2/7/08, claims 1, 4-6, 9, 10, 16, 19, and 94-98 are 
pending and subject to restriction as follows. 

Election/Restrictions 

Applicant's amendments to the claims, adding new claims 94-98, necessitates the 
following further restriction. 

Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which are not 
so linked as to form a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR 1.499, applicant is required, in reply to this action, to elect a 
single invention to which the claims must be restricted. 

Group I, claim(s) 4-6, 9, 10, 16, 19, 94, and 98, drawn to a method for the treatment of an eye 
disorder comprising administering a therapeutically effective amount of a dsRNA and preparing 
said dsRNA. 
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Group II, claim(s) 4-6, 9, 10, 16, 19, 95, and 98, drawn to a method for the treatment of an eye 
disorder comprising administering a therapeutically effective amount of a dsRNA and 
diagnosing a subject with a disorder of the eye. 

Group III, claim(s) 4-6, 9, 10, 16, 19, 95, and 98, drawn to a method for the treatment of an eye 
disorder comprising administering a therapeutically effective amount of a dsRNA and 
diagnosing a subject with a predisposition to a disorder of the eye. 

Group IV, claim(s) 4-6, 9, 10, 16, 19, 96, and 98, drawn to a method for the treatment of an eye 
disorder comprising administering a therapeutically effective amount of a dsRNA and detecting a 
product of the target gene of said dsRNA. 

Group V, claim(s) 4-6, 9, 10, 16, 19, 97, and 98, drawn to a method for the treatment of an eye 
disorder comprising administering a therapeutically effective amount of a dsRNA and isolating 
the target gene of said dsRNA. 

The inventions listed as Groups I-V do not relate to a single general inventive concept 

under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding special 

technical features for the following reasons: The special technical feature of Groups I-V is the 

step of treating a disorder of the eye by administering outside the blood-retinal barrier a dsRNA 

complementary to a target gene in the eye. However, this cannot be the special technical feature 

because the process is taught by the prior art, as explained in the previous Action mailed 5/16/07. 

See the rejection now pending under 35 USC 102 over King et al. (US 2002/0165158 Al). King 

et al. taught methods for making and using siRNA targeted to PKCP to treat angiogenesis-related 

disorders, including diabetic retinopathy and other neovascular disorders of the eye (page 1, 8, 

10, and 1 1, for example). It is taught that the agent [the PKCP antagonist] may be administered 

to the eye, e.g., as aqueous eye drops or in a cream, lotion or other vehicle suitable for 

administration onto the eye surface (paragraph 125, page 10), systemically, or transmucosally 

(paragraph 190). Accordingly, unity of invention among Groups I-V is lacking a posteori. 



Application/Control Number: 1 0/5 1 1 ,657 Page 4 

Art Unit: 1635 

Therefore, Groups I-V are drawn to different methods that do not share the same or 
corresponding technical feature. 

The special technical feature of Group I is, therefore, considered to be the preparation of 
dsRNA for administration outside the blood-retina barrier to treat an eye disorder, which is not 
present in or specifically required by any other group. The special technical features of Group II 
and III are diagnosing a subject with 1) a disorder or 2) a predisposition to a disorder of the eye, 
followed, preceded by, or done concurrently with the administration of dsRNA outside the 
blood-retina barrier to treat an eye disorder, which processes are not present in or specifically 
required by any other group. Similarly, the special technical features of Groups IV and V are 
administration of dsRNA outside the blood-retina barrier to treat an eye disorder followed, 
preceded by, or done concurrently with 1) detection of a product of the target gene or 2) isolation 
of said target gene, which processes are not present in or specifically required by any other 
group. Accordingly, unity of invention is lacking a priori. 

Linked Inventions 

Claim 1 link(s) inventions I-V. The restriction requirement among the linked inventions 
is subject to the nonallowance of the linking claim(s), claim 1 . Upon the indication of 
allowability of the linking claim(s), the restriction requirement as to the linked inventions shall 
be withdrawn and any claim(s) depending from or otherwise requiring all the limitations of the 
allowable linking claim(s) will be rejoined and fully examined for patentability in accordance 
with 37 CFR 1.104 Claims that require all the limitations of an allowable linking claim will 
be entered as a matter of right if the amendment is presented prior to final rejection or allowance, 
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whichever is earlier. Amendments submitted after final rejection are governed by 37 CFR 1.116; 
amendments submitted after allowance are governed by 37 CFR 1.312. 

Applicant(s) are advised that if any claim presented in a continuation or divisional 
application is anticipated by, or includes all the limitations of, the allowable linking claim, such 
claim may be subject to provisional statutory and/or nonstatutory double patenting rejections 
over the claims of the instant application. Where a restriction requirement is withdrawn, the 
provisions of 35 U.S.C. 121 are no longer applicable. In re Ziegler, 443 F.2d 121 1, 1215, 170 
USPQ 129, 131-32 (CCPA 1971). See also MPEP § 804.01. 

Conclusion 

Applicant is advised that the reply to this requirement to be complete must include (i) an 
election of a species or invention to be examined even though the requirement may be traversed 
(37 CFR 1.143) and (ii) identification of the claims encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To 
preserve a right to petition, the election must be made with traverse. If the reply does not 
distinctly and specifically point out supposed errors in the restriction requirement, the election 
shall be treated as an election without traverse. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1 .48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Louis Wollenberger whose telephone number is (571)272-8144. 
The examiner can normally be reached on M-F, 8 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Schultz can be reached on (571)272-0763. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner, AU 1635 
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/Sean R McGarry/ 

Primary Examiner, Art Unit 1635 



